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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136 (a). In no event, however, nnay a reply be timely filed after SIX |6) MONTHS from the 
mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

• If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timety filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 ) K Responsive to communlcatlon(s) filed on Apr 7, 2003 



2a) ^ This action is FIEMAL. 2b) □ This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under £x pa/fe Quayle, 1935 CD. 11; 453 0,G. 213. 

Disposition of Claims 

4) K Claim(s) 9 and 10 is/are pending in the application. 

4a) Of the above, claim (s) is/are withdrawn from consideration. 

5) K Claim(s) 9 is/are allowed. 

6) K Claim(s) W is/are rejected. 

7) □ Claim (s) is/are objected to. 

SjD Claims are subject to restriction and/or election requirement. 

Application Papers 
9)0 The specification is objected to by the Examiner. 

1 0)0 The drawing(s) filed on is/are a) □ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: ajD approved bjD disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

1 2) n The oath or declaration Is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 0 Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some* c)D None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 

3. □ Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a)n The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 

Attachment! s) 

1 ) D Notice of References Cited (PTO-892) 4) Q Intervievtf Summary IPTO-41 3) Paper Nois). 

2) D Notice of Oraftsperson's Patent Drawing Review lPTO-948) 5) □ Notice of Informal P&tent Application (PTO-1 52) 

3) □ Information Disclosure Statement(s) (PTO-1 449) Paper No(8). 6) □ Other: 



U. S. Patent and Trademark Office 



PTO-326 (Rev. 04-01 ) Office Action Summary Part of Paper No. 1 1 



Application/Control Number: 10/067,941 
Art Unit: 1654 



Page 2 



DETAILED ACTION 

Acknowledgment is made of the receipt and entry of the amendment filed on April 7, 
2003. Acknowledgment is made of Applicant's cancellation of Claims 1, 3, 4, 7 and 8, and newly 
submitted Claims 9 and 10. 

Claims 9 and 10 are under examination. 

Response to Arguments 
Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Styczynski et al. 
(N) in view of Protopapa et al (A, US 6,203,791), Protopapa et al. (AT, EP 0622069A1), 
Seiberg (B and/or O), Monsheimer et al. (ABl, US 3,623,950), Krajakova et al. (Q), Minami (P), 
Wolf et al. (R), and Pfleiderer (ACl, US 4,636,222). 

Applicant claims a method of inhibiting hair growth comprising administering to a surface 
of skin in need thereof an effective amount of (B) an inhibitor of neutral endopeptidase and (C) at 
least one proteolytic enzyme selected from the group consisting of papain, trypsin, chymotrypsin, 
pepsin, bromelain, ficin and pancreatin. 
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In response to applicant's argument that there is no suggestion to combine the references, 
the examiner recognizes that obviousness can only be established by combining or modifying the 
teachings of the prior art to produce the claimed invention where there is some teaching, 
suggestion, or motivation to do so found either in the references themselves or in the knowledge 
generally available to one of ordinary skill in the art. See In re Fine, 837 F.2d 1071, 5 USPQ2d 
1596 (Fed. Cir. 1988)and In re Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). In this 
case, the primary reference of Styczynski was used because Styczynski teaches a method of 
inhibiting hair growth comprising administering to a surface of skin in need thereof an effective 
amount of an inhibitor of a metalloproteinase. A range of possible inhibitors are set forth on page 
2, lines 30 to page 3, lines 1-22. On page 3, lines 30-32 bridging page 4, lines 1-4, Styczynski 
teaches the dose amounts of the inhibitors which are effective in the reduction of hair growth. 
Because Styczynski does not teach a method of inhibiting hair growth comprising administering at 
least one proteolytic enzyme selected from the group consisting of papain, trypsin, chymotrypsin, 
pepsin, bromelain, ficin and pancreatin, the secondary references of Protopapa, Seiberg, 
Monsheimer, Krajakova, Minami, Wolf and Pfleiderer were used because each teaches that the 
aforementioned proteolytic enzymes have the beneficial effect of reducing hair growth and/or are 
ingredients that are useful the making of compositions intended for administration to the skin 
and/or hair, as set forth in the previous Office action. Applicant argues that Styczynski does not 
suggest using an inhibitor of neutral endopeptidase as part of a hair growth inhibiting 
composition. However, AppUcant's argument is not persuasive because on page 2, lines 3 1-32 to 
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page 3, lines 1-16, Styczynski teaches examples of inhibitors of an MMP that are effective to 
reduce hair growth; and, on page 3, lines 17-22, Styczynski teaches examples of 
metalloproteinases that can be inhibited by the inhibitors of the metalloproteinases. While 
Applicant argues that there is no teaching or suggestion that the inhibitors of metalloproteinases 
taught by Styczynski are neutral endopeptidases, there is no clear and convincing evidence to 
suggest that the inhibitors of metalloproteinases taught by Styczynski would not inhibit the 
activity of a neutral endopeptidase to provide the disclosed functional effect for the inhibition of 
hair growth. 

Thus, with Styczynski providing the motivation of administering an effective amount of an 
inhibitor of a metalloproteinase to a surface of skin in need thereof to inhibit hair grov^h, and with 
Protopapa (US 6,203,791) teaching a method of hair removal by applying to the skin of an animal 
a lecithin-based microemulsion comprising the enzymes alpha-chymotrypsin and/or trypsin, in 
Colunm 1, lines 23-29; and with Protopapa (AT, EP 0622069A1) teaching depilatory 
preparations comprising papain or chymotrypsin for permanent enzymic depilation for all types of 
skin, ranging from dry, sensitive, to fatty, resistant ones; and with Seiberg teaching a method of 
delaying hair growth by inducing apoptosis at the follicular papillae by topically applying to skin 
of a mammal an effective amount of a protease, e.g., trypsin (see page 3, lines 27-29; page 5, line 
29); and with Monsheimer teaching dehairing of skin comprising the application of pepsin, papain, 
or a combination thereof; and with Krajakova also teaching a method of applying to the skin a 
depilation agent comprising pepsin; and with Minami teaching a dewatering promoting aid 
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comprising papain or pancreatin which is used in water cleaning cosmetics, e.g., hair shampoos, 
hair rinses, body shampoos and bathing agents; and with Wolf teaching a composition comprising 
antiadhesive proteases, e.g., bromelain which is used in the making of cosmetics for clearing the 
skin; and with Pfleiderer teaching a method of dehairing skin using pancreatin, papain, bromelain 
and ficin, in Colunm 2, lines 50-68 to Colunm 3, lines 1-2, it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to combine the instantly claimed old 
and well-known ingredients to provide a composition for the use as a composition for application 
to skin in need thereof in a method of inhibiting hair growth as suggested by the cited references. 
As each of the references cleariy indicate that the various proportions and amounts of the 
mgredients used in the claimed composition or the claimed composition/pharmaceutical 
combinations are result variables, they would have been routinely optimized by one of ordinary 
skill in the art in practicing the invention disclosed by that reference. Therefore, the invention as a 
whole was clearly prima facie obvious in the absence to the contrary. 



Allowable Subject Matter 

Claim 9 is allowed. 
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Conclusion 



THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1. 136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS fi-om the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 
L 136(a) will be calculated fi-om the mailing date of the advisory action. In no event, however, 
will the statutory period for reply expire later than SIX MONTHS fi"om the mailing date of this 
final action. 

Any inquiry concerning this communication or earlier communications fi*om the examiner 
should be directed to Michele Flood whose telephone number is (703) 308-9432. The examiner 
can normally be reached on Monday through Friday fi-om 7: 1 5 am to 3 :45 pm. Any inquiry of a 
general nature or relating to the status of this application should be directed to the Group 1600 
receptionist whose telephone number is (703) 308-0196 or the Supervisory Patent Examiner, 
Brenda Brumback whose telephone number is (703) 306-3220. 



MCF 




June 5, 2003 



CHRISTOPHER R.TATE 
PRIMARY EXAMINER 



